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DETAILED ACTION 

• Receipt is acknowledged of applicants' response to restriction requirement, filed on 
15 October 2009. 

• The remarks filed on 8 January 2009 have been considered but are moot in view of 
the new grounds of rejection presented in this Office action. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which 
papers have been placed of record in the file. 

Election/Restrictions 

The restriction requirement mailed on 15 October 2009 is withdrawn as it is 
obviated by the claim amendment filed on 15 October 2009. As such, claims 14-29 are 
currently under prosecution. 

Response to Amendment 

The declaration under 37 CFR 1.132 filed on 8 January 2009 is insufficient to 
overcome the rejection of claim 1 based upon WO 97/11682 ("Liu") as set forth in the 
last Office action. 

The declaration presents what amounts to opinion evidence regarding the 
structure of the micelles formed by composition #17 in Table 2 of Liu. Affiant states that 
"it would be expected that the phase behavior of [Liu's composition # 17] would be 
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primarily controlled by the mixtures of Liu with a significant effect coming from the larger 
content of the DC-Choi and castor oil." See declaration, paragraph 6. However, affiant 
does not state affirmatively, or provide factual evidence, that the micelle formed by Liu's 
composition # 17 will not form a non-lamellar structure, as defined by the instant 
specification. Nor does affiant affirmatively state, or provide factual evidence, that Liu's 
composition # 17 will form a lamellar particle, as defined by the instant specification. 

Affiant further states that, "the mixtures of Liu are described as "emulsion and 
micellar" formulations, and that this is structurally distinct from the non-lamellar 
formulations of the [instant application]". See declaration, paragraph 7. In response, 
examiner respectfully submits that the art teaches that micelles can take a non-lamellar 
form, i.e., they can take a hexagonal phase configuration (see, e.g., U.S. 
2001/0031740, paragraph [0055]). As such, a micelle and a non-lamellar particle are 
not mutually exclusive. In view of the foregoing, when all of the evidence is considered, 
the totality of the rebuttal evidence of nonobviousness fails to outweigh the evidence of 
obviousness. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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1. Claims 14 and 17-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. Patent No. 6,120,794 ("Liu") in view of U.S. 2001/0031740 ("Unger"), further 
in view of U.S. Patent No. 5,531 ,925 ("Landh"). 

Instant claim 14 recites a particulate composition comprising: a) at least 50% of 
dioleoyl phosphatidyl ethanolamine (DOPE); and b) 1 to 50% of Polysorbate 80, 
wherein all parts are by weight relative to the sum of the weights of a+b and wherein the 
composition comprises non-lamellar particles or forms non-lamellar particles when 
contacted with an aqueous fluid. 

Liu teaches an emulsion and micellar formulation useful for delivering biologically 
active substances to cells which is compatible with blood and stable in storage (see col. 
1, lines 47-51). 

Regarding claim 14, Liu teaches a formulation comprising 50% DOPE and 50% 
Polysorbate 80 (TWEEN 80) (see Table 2, formulation #17). Regarding claim 17, the 
disclosed formulation may comprise an active agent (see, e.g., col. 9, line 14). 
Regarding claim 23, Liu teaches that the disclosed formulation is stable in storage (see, 
e.g., col. 1, line 51). Regarding claims 22 and 24, Liu teaches an aerosol formulation 
(see col. 11, line 32), which comprises dry powder in a colloidal state. Regarding claim 
25, Liu teaches various pharmaceutical formulations (see col. 11, lines 24-37). 
Regarding claim 26, Liu teaches a carrier (see, e.g., col. 1, line 53). Regarding claim 
27, Liu discloses examples wherein the TWEEN 80:DOPE ratio is 1:2 (see Table 3, 
formulation # 28 and 34; Table 4, formulation #40 and 42). 
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Regarding claim 21, a prima facie case of obviousness exists where the claimed 
ranges and prior art ranges do not overlap but are close enough that one skilled in the 
art would have expected them to have the same properties. Titanium Metals Corp. of 
America v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985) See MPEP 2144.05. 
With respect to claim 21, Liu discloses a particle size has high as 4 micrometers (see 
col. 10, line 49). 

Regarding claim 23, as currently claimed, applicants' composition contains the 
same components in the same configuration as the prior art. Properties are the same 
when the structure and composition are the same. In re Fitzgerald, 205 USPQ 594. 

Liu explains that the disclosed invention is beneficial in that it forms stable 
complexes with biologically active substances, thus facilitating the delivery of said 
substances to cells. 

Liu differs from the instant application in that it does not explicitly disclose non- 
lamellar particles. 

Unger teaches a method for delivering a compound into a cell comprising a 
compound, an organic halide, and a carrier (see, e.g., abstract). The carrier may 
comprise cationic lipid, such as DOPE (see paragraphs [0063], [0072], and claim 38), a 
solubilizing agent, such as polysorbate 80 (see paragraphs [0074] and [0091]) and take 
the form of a micelle in a hexagonal (i.e. non-lamellar) configuration (see paragraph 
[0055]). 

Landh teaches non-lamellar, colloidal particles (see, e.g., abstract). Landh 
teaches generally that phosphatidylethanolamine and ester derivatives thereof are 
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among the substances that can be used for the introduction of particular surface phases 
(see col. 11, lines 9-13) and that polysorbates may be used as fragmentation agents 
(see col. 16, line 30) in the production of the disclosed non-lamellar, colloidal particles. 

With the teachings of Unger and Landh, a person of ordinary skill in the art would 
understand that the micelles disclosed by Liu which comprise DOPE and polysorbate 80 
may be in a non-lamellar configuration. 

Regarding claims 18 and 19, Unger teaches a carriercompound ratio of 6:1 (see 
paragraph [0094]). Regarding claim 20, Unger teaches routes of administration such as 
injection and oral, wherein the aqueous fluid would inherently be a body fluid (see 
paragraph [0096]). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a non-lamellar particulate composition comprising at 
least 50% DOPE and 1 to 50% polysorbate 80, as taught by Liu in view of Unger, 
further in view of Landh. One of ordinary skill in the art at the time the invention was 
made would have been motivated to make such a composition because it is useful in 
that it forms stable complexes with biologically active substances, thus facilitating the 
delivery of said substances to cells, as explained by Liu (see above). 

2. Claims 15, 16, 28, and 29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,120,794 ("Liu") in view of U.S. Patent No. 
5,531,925 ("Landh"). 
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Liu is discussed above. Liu teaches formulations comprising a TWEEN 
80:DOPE ratio of 1 :1 (see Table 2, formulation #17) and 1 :2 (see Table 3, formulation # 
28 and 34; Table 4, formulation #40 and 42). However, Liu does not disclose any 
embodiments or examples wherein the sole components of a composition are DOPE, 
polysorbate 80, and optionally, a solvent, as required by claims 15, 16, 28, and 29. 

However, Landh teaches generally that phosphatidylethanolamine and ester 
derivatives thereof are among the substances that can be used for the introduction of 
particular surface phases (see col. 11, lines 9-13) and that polysorbates may be used 
as fragmentation agents (see col. 16, line 30) in the production of non-lamellar, colloidal 
particles. As such, it would be obvious to a person of ordinary skill in the art to combine 
the formulations disclosed by Liu with the general teaching by Landh to obtain a 
composition comprising only at least 50% DOPE, 1 to 50% polysorbate 80, and an 
optional solvent. One of ordinary skill in the art at the time the invention was made 
would have been motivated to make such a composition because it is useful in that it 
forms stable complexes with biologically active substances, thus facilitating the delivery 
of said substances to cells, as explained by Liu (see above). 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571)272-4792. The examiner can normally be reached on 9am - 5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax can be reached on (571)272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/H. S. A./ 

Examiner, Art Unit 1615 



/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 



